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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election of claims 55-77 in the reply filed on 27 February 2007 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 81 8.03(a)). 

2. Claims 1-54 are withdrawn from further consideration pursuant to 37 CFR 

1 . 1 42(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 27 February 
2007. 

Oath/Declaration 

3. The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1.67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

It does not state that the person making the oath or declaration acknowledges 
the duty to disclose to the Office all information known to the person to be 
material to patentability as defined in 37 CFR 1 .56. 

Applicant's oath currently states "to disclose information material to the examination of 

this application in accordance with Title 37 Code of Federal Regulations § 1 56(a)" This 

statement should read "to disclose information which is material to patentability of this 

application in accordance with Title 37, Code of Federal Regulations Section 1.56." 
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Claim Objections 

4. Claim 68 is objected to because of the following informalities: the claim discloses 
using a microphone to stimulate the patient; since a microphone is a recording device, it 
is not clear how it can be used to provide a stimulus. For examination purposes, the 
claim will be treated as though a speaker or similar device is used to provide an audible 
stimulus to the cochlea. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 61 , 75, and 77 are rejected. under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. Claim 61 calls for means for monitoring signal integrity, but there is no 
discussion of signal integrity in the specification. Claims 75 and 77 call for monitoring 
evoked potential response signals including latency signals or contingent potential 
processing signals, but the application's disclosure does not disclose monitoring any 
type of latency signal or contingent potential processing signal. 

Claim Rejections - 35 USC § 102 
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7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

* 

8. Claims 55, 56, 58-60, 66-69, 71 , 72, 74, and 76 are rejected under 35 
U.S.C. 102(e) as being anticipated by John (US Patent 6385486). 

Regarding claims 55, 56, 58, 60, and 66, John discloses an apparatus for 
determining a patient's level of consciousness comprising means for acquiring at least 
one continuous biosignal (EEG) using at least one sensor electrode (column 5, lines 47- 
49), means for stimulating at least one evoked potential signal in the patient (element 
16), means for acquiring at least one evoked potential signal using at least one sensor 
(column 6, lines 54-60), and means for calculating an index from each acquired 
biosignal (element 40; column 6, lines 23-25; column 9, lines 47-54; column 11, lines 5- 
20 and 27-29; column 12, lines 53-58) and selecting one of the indices to represent the 
patient's state of consciousness (column 3, lines 12-18; column 4, lines 15-17; column 
8, line 55 to column 9 line 54), where the means for acquiring the biosignal and evoked 
potential signal utilize a common electrode sensor means (column 7, lines 4-7). 
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Regarding claim 59, John further discloses means for deriving the evoked 
potential signal from the E EG signal (element 40). 

Regarding claims 67-69, John further discloses generating an evoked potential 
stimulus that is an auditory signal which induces a steady state response signal 
(element 17B; column 3, lines 38-41; column 8, lines 42-44; column 9, lines 26-28; 

column 12, lines 23-26). 

Regarding claims 71-72, John further discloses the means for inducing an 
auditory evoked potential response signal including means for producing an evoked 
response paradigm such as a click stimulus or a response at spaced intervals within a 
click stimulus, where the stimulus is generated according to a predetermined sequence 
determined by means incorporated within the apparatus (column 6, lines 50-54; column 
8, lines 42-44; column 12, lines 14-52). 

Regarding claim 74, John discloses an apparatus for acquiring data in order to 
determine a patient's state of consciousness comprising a sensor for acquiring a 
continuous biosignal (column 5, lines 47-49); means for stimulating an evoked potential 
response signal in the patient (element 16); means for deriving at least one evoked 
potential response signal from the biosignal (element 40); and means for deriving an 
index of consciousness from the biosignal and evoked potential response signal 
(column 3, lines 12-18; column 4, lines 15-17; column 8 line 55 to column 9 line 54). 

Regarding claim 76, John discloses an apparatus for acquiring physiological data 
from a patient for monitoring consciousness comprising a sensor acquiring a first 
continuous biosignal (column 5, lines 47-49); means for stimulating at least one evoked 
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potential response signal in the biosignal (element 16); means for deriving an evoked 
potential response signal from the biosignal (column 6, lines 54-60); means for 
transforming the biosignal according to a weighting calculation according to a mediation 
process (column 8 line 55 to column 9 line 54); means for transforming the response 
signal according to the weighting calculation (column 8 line 55 to column 9 line 54); and 
means for calculating an index from the transformed biosignal and the transformed 
response signal (column 3, lines 12-18; column 4, lines 15-17; column 8, line 55 to 
column 9 line 54). 



Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



i 
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1 1 . Claims 56 and 57 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over John in view of Loos (US Patent 5782874). 

John discloses all the elements of the claimed invention, as described above, 
except for the biosignal being a muscular activation signal measuring eyelid movement. 
Loos teaches a system for monitoring a patient's state of consciousness in response to 
a stimulating signal that measures eyelid movement biosignals (column 11, lines 23-31, 
33-36, 41-63; column 12, lines 11-13), in order to assess the patient's response to the 
stimulating signals. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have made the system of John using muscular 
activation signals to measure eyelid movement as the biosignal, as taught by Loos, in 
order to asses the patient's response to applied evoked potentials. 

12. Claim 61 is rejected under 35 U.S.C. 103(a) as being unpatentable over John in 
view of Itil (US Patent 5730146). 

John discloses all the elements of the claimed invention, as described above, 
except for the system comprising means form monitoring the signals for signal integrity. 
Itil teaches a system for monitoring a patient's state using biosignals and ERPs where 
the signals are monitored for signal integrity (column 10, lines 13-21 ), in order to ensure 
that accurate results are obtained. It would have been obvious to one of ordinary skill in 
the art at the time the invention was made to have made the system of John with means 
for testing the integrity of the signals, as taught by Itil, in order to ensure that accurate 
results are obtained. 
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13. Claims 62 and 70 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over John in view of Ennen (US Patent 6217627). 

Regarding claim 62, John discloses all the elements of the claimed invention, as 
described above, except for monitoring the signals for signal quality. Ennen teaches a 
system for obtaining biosignals from a patient, where the signals are regularly monitored 
for signal quality (column 3 line 63 to column 4 line 2; column 4, lines 20-24 and 59-61 ), 
in order to ensure the accuracy of the signals. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have made the system of 
John with means for monitoring signal quality, as taught by Ennen, in order to ensure 
the accuracy of the captured data. 

Regarding claim 70, John discloses all the elements of the claimed invention, as 
described above, except for the system comprising means for displaying the functional 
or operational status of a sensor. Ennen teaches a system for obtaining biosignals from 
a patient comprising means for displaying the functional or operational status of its 
sensors (elements 42 and 43; column 5, lines 10-13; column 7, lines 35-49), in order to 
ensure that the captured data is accurate. It would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have made the system of John with 
means for displaying the functional or operational status of the sensor, as taught by 
Ennen, in order to ensure the accuracy of the captured data. 



Application/Control Number: 10/731,816 Page 9 

Art Unit: 3735 

14. Claims 63 and 64 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over John in view of Lahteenmaki (US Patent 6728564). 

Regarding claim 63, John discloses all the elements of the claimed invention, as 
described above, except for the apparatus using a disposable or semi-disposable 
sensor. Lahteenmaki teaches a consciousness-monitoring system for measuring 
biosignals using disposable sensors (column 3, lines 5-7), in order to increase the 
system's sterility. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have made the system of John with disposable sensors, 
as taught by Lahteenmaki, in order to ensure the system's cleanliness. 

John further discloses that the system may be a portable system for monitoring 
consciousness where the system's sensor (element 100) includes means for activating 
a battery (since the battery is contained within element 100 - column 13, lines 8-13). 

15. Claim 65 is rejected under 35 U.S.C. 103(a) as being unpatentable over John in 
view of Lahteenmaki, as applied to claims 63 and 64 above, and further in view of 
Semler (US Patent Application Publicaiton 2003/0069510). 

John in view of Lahteenmaki discloses all the elements of the claimed invention, 
as described above, except for the means for activating the energy source including the 

packaging of the energy source. 

Semler teaches a disposable sensor system that includes an activatable energy 
source (battery) where the means for activation is included in the packaging (paragraph 
[0034]), in order to allow selective activation of the unit. It would have been obvious to 
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one of ordinary skill in the art at the time the invention was made to have made the 
system of John in view of Lahteenmaki with means for activating the energy sources 
included in its packaging, as taught by Semler, in order to allow easy and selective 
activation of the source. 

16. Claim 73 is rejected under 35 U.S.C. 103(a) as being unpatentable over John in 
view of Ennen. 

John discloses all the elements of the current invention, as described above, 
except for the system comprising means for alerting an operator to a sensor's status. 
Ennen teaches a system for obtaining biosignals from a patient comprising means for 
displaying the functional or operational status of its sensors (elements 42 and 43; 
column 5, lines 10-13; column 7, lines 35-49), in order to ensure that the captured data 
is accurate. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the system of John with means for displaying the 
functional or operational status of the sensor, as taught by Ennen, in order to ensure the 
accuracy of the captured data. 

17. Claim 75 is rejected under 35 U.S.C. 103(a) as being unpatentable over John in 
view of Ennen, as applied to claim 73 above, and further in view of Dankwart-Eder (US 
Patent 6493576). 
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John in view of Ennen discloses all the elements of the claimed invention, as 
disclosed above, except for the evoked potential signal including one of a group of 
latency or contingent potential processing signals. 

Dankwart-Eder teaches a system for evaluating a patient's neurological state 
comprising obtaining evoked potential response signals such as a midlatency auditory 
evoked potential (MLAEP) having a duration of about 10 to 100 ms (column 5, lines 1-3) 
and a brainstem auditory evoked potential (BAEP) having as duration of about 2 to 20 
ms (column 5, lines 18-23), in order to accurately monitor a patient's state during 
anesthesia. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the system of John in view of Ennen and obtained 
MLAEP signals having a duration of about 10 to 100 ms and BAEP signals having a 
duration of about 2 to 20 ms, as taught by Dankwart-Eder, in order to accurately monitor 
the patient. 

18. Claim 76 is rejected under 35 U.S.C. 103(a) as being unpatentable over John in 
view of Dankwart-Eder. 

John discloses all the elements of the claimed invention, as described above, 
except for the evoked potential response signal including one of a group of latency or 
contingent potential processing signals. 

Dankwart-Eder teaches a system for evaluating a patient's neurological state 
comprising obtaining evoked potential response signals such as a midlatency auditory 
evoked potential (MLAEP) having a duration of about 10 to 100 ms (column 5, lines 1-3) 
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and a brainstem auditory evoked potential (BAEP) having as duration of about 2 to 20 
ms (column 5, lines 18-23), in order to accurately monitor a patient's state during 
anesthesia. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the system of John and obtained MLAEP signals 
having a duration of about 10 to 100 ms and BAEP signals having a duration of about 2 
to 20 ms, as taught by Dankwart-Eder, in order to accurately monitor the patient. 

Conclusion 

19. The prior art made of record and not relied upon is considered pertinent to 

applicant's disclosure. 

US Patent 4869264 to Silberstein, which discloses a similar invention. 

US Patent 6560479 to van Dronglen, which discloses a similar invention. 

US Patent 6052619 to John, which discloses a similar invention. 

US Patent 4201224 to John, which discloses a similar invention. 

US Patent 5307818 to Segalowitz, which discloses a similar invention. 

US Patent 6556861 to Prichep, which discloses a similar invention. 

US Patent Application Publication 2005/0065427 to Magill, which discloses a 
similar invention. 
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20. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen E. Toth whose telephone number is 571-272- 
6824. The examiner can normally be reached on Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on 571-272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

i Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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